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Patient-reported outcome measures (PROMs) are an integral part of the UK pharmaceutical
regulatory systems in assessing the impact of health interventions and the economic evaluation of
medical technologies. The aim of this workshop is to provide delegates with an understanding of
PROMs and how they are used in the UK in pharmaceutical regulation and reimbursement.

The workshop will start by providing a broad introduction to PROMs, highlighting the differences
between preference-based and disease-specific instruments. Preference-based measures, such as
the EQ-5D, will be explored in greater detail. This part of the workshop will include a description of
the pharmaceutical regulatory environment in the UK, including the European Medicines Agency
(EMA) and the organisation’s requirements regarding the use of PROMs in clinical trials. An overview
will subsequently be presented of the different agencies in the UK, e.g. National Institute for Health
and Care Excellence (NICE), Scottish Medicines Consortium (SMC), and how the agencies utilise
PROMs in their decision-making processes. In particular this part of the workshop will focus on
quality-adjusted life years (QALY) and how reimbursement agencies utilise PROMs in evaluating the
cost-effectiveness of interventions. The penultimate part of the workshop will discuss trials where
relevant (e.g. EQ-5D) PROMs data have not been collected or where there are doubts whether EQ-
5D is fit for purpose in particular therapeutic indication. The workshop will conclude with a
discussion of the added value to the pharmaceutical industry of including PROMs in clinical trials in
particular in terms of product differentiation and drug reimbursement prices.
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Biographies

Dr Adam Smith has a PhD in psychometrics from the University of Leeds. He has extensive
experience of Patient Reported Outcomes (PROs), including designing, developing and testing
instruments. This has been acquired in a variety of settings, for instance, research institutions,
academic departments, as well as, latterly in consultancy and the pharmaceutical industry.

Dr Adam’s work with PROs has ranged from developing electronic patient reported outcome
measures to producing item banks and adapting instruments for other linguistic and cultural groups.
He has considerable experience in statistics, quantitative analysis and methodology, including
modern psychometrics, such as Rasch Models, latent growth models, reliability generalisation and
meta analysis.

Dr Matthew Taylor is the Director of YHEC and leads the Consortium’s health technology
assessment programme. He has a Ph.D. degree in quality of life measurement and an M.Sc. in
Health Economics from the University of York. Matthew has led over one hundred economic
evaluations for NICE, SMC and AWMSG industry submissions as well as health technology
submissions in various international settings. Matthew’s work at YHEC includes economic
evaluations, model adaptations, budget impact modelling, cost-of-illness studies, quality of life
research and theoretical research for clients in both the private and public sectors. Dr Taylor is a
Scientific Advisor to NICE, and a member of NICE’s Public Health Advisory Committee. He is also
Managing Director (Europe) of Minerva, an international network of health economics consultancies.



